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Prostate SPORE NBN Pilot Overview

Relationship between existing prostate SPOREs information
tools and proposed NBN interoperability layer.
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IPBS / NBN
Standards / Requirements

NBN

e Standard NBN protocol / consent template

e Standard operating procedures template

e Standard MTA template

Site-Specific

e “Standardized” NBN protocol / consent

e “Standardized” operating procedures (SOPSs)
e “Standardized” MTA

e IPBS protocol review



Site-Specific IPBS / NBN
Informatics Requirements

e Track screening/eligibility (optional)

e Track IPBS registrations/accruals
Consents
PHI at local site

e Clinical data
Clinical CDEs
Records of biospecimen collection
Longitudinal follow-up



Site-Specific IPBS / NBN
Informatics Requirements, |

e Specimen Tracking

Specimen CDEs
Exact location and amount
Processing/handling (chronological)
Status (reserved/published to NBN)

Shipments sent/received

_aboratory

Responsible contact

Dates / times




Site-Specific IPBS / NBN
Informatics Requirements, ll|

e Analysis tools
Laboratory specific
General
Pathology focus
Bioinformatics focus

e Results bank

Index by gene, protein, patient
Curated



Prostate SPORE NBN Pilot Overview

Relationship between existing prostate SPOREs information
tools and proposed NBN interoperability layer.
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Interface to NBN:
Privacy and Security Issues

e Remove HIPAA Protected Health Information
e Dataset specific case identifiers

e Relative dates

e Maintain linking file at local site




Interoperability Modules
IPBS / NBN Requirements

e Searchable specimen catalog

e Protocol tracking
Accruals
Progress

e Biospecimen tracking
Distributions

e Results bank
Submissions / updates
Searches




Prostate SPORE NBN Pilot Overview

Relationship between existing prostate SPOREs information
tools and proposed NBN interoperability layer.
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Agenda

8:20am — 8:30am
e |IPBS / NBN Informatics Needs and Vision

8:30am — 9:00am

e Interoperability Standards, NBN and caBIG
John Speakman, MSKCC
Mark Adams, Booz Allen Hamilton
Sharon Settneck, SAIC

9:00am — 10:00am
e Informatics System Presentations




Informatics System
Presentations
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Site-Specific Module Relationships

Research Patient Clinical
Clinical Data Protocol Orders
— Urology Tracking/ Laboratories
— Radiation Oncology Clinical Trial — Pathology
— Medical Oncology Management = Radiology

Longitudinal Followup
Quality of Life Surveys

— Electronic Medical Records
Demographics
Surgical Procedures

Lab Specimen Tracking Clinical Chemistry
Tissue Specimen Tracking Clinical Pathology
Analysis Tools Tissue MicroArray Structure Reporting
- Imaging
- FISH
- IHC Quantitative
- CGH Results Bank

Human Bioinformatics Sequences

Clinical Genetics
(Pedigree/Family History)




Informatics System
Presentations

e Overview
Understand systems
ldentify expertise / resources
Consider systems relative to IPBS / NBN scope

e 12 minutes to present
e 3 minutes Q & A
e Alphabetical order



Memorial Sloan-Kettering
Cancer Center

Paul Fearn, Caisis
John Speakman, CRDB




Caisis Overview
WWwWWw.caisis.org

e Project Goals
e CDEs

e Design

e Project History
e Version 2.2

e CaisisDB

e Version 3.0

e Next Steps




Caisis Project Goals

e Integrate research with clinical practice
e Reduce user bias built into system
e Integrate disciplines / departments

e Faclilitate inter-institutional collaboration
Open source development
Open source license




Prostate Cancer
Common Data Elements

A chronological patient history composed
of common data elements (CDESs) for
clinical practice and research




Prostate Cancer
Common Data Elements*

Patient’s demographics: MRN, DOB, Ethnicity, Family Hx.
All relevant biochemical markers

All physical exam (DRE) results

AJCC/UICC Clinical Tumor Stage by physician

All relevant biopsies with pathologic findings

All relevant diagnostic imaging studies and findings

All relevant radiation therapy

All relevant surgical procedures with pathologic findings
All relevant medical therapy and concomitant meds

All quality of life assessments (urinary/sexual/bowel function)
Vital status by date

*Cancer Location, Volume, Aggressiveness and Treatments over time.



Caisis Data Entry Design

e Integrated, chronological CDEs

e Less interpretation/calculation
Selecting baseline values
Calculating outcomes, progression

Partial dates (mm/yyyy) and fuzzy values (<)
Data quality

Notes / comments

Justify blank fields

unknown, not available
not interpretable, not obtainable

e Full auditing
e Record locking by users




Vocabulary Control Design

0° of freedom

Check box, radio buttons,

Select box
1° of freedom

Combo box, fixed list
2° of freedom

Combo box, fixed list

Review new items
3° of freedom

Combo box, fixed list

User can add new items
4° of freedom

Combo box

List items from table
5° of freedom

Text box
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Caisis Project History

e Microsoft Access
1999 ProstateDB 1.0
2000 PRDB / Prostabase
2003 ProstateDB 1.2 (10 institutions)

e ColdFusion/ SQL Server
2002 Valhalla 1.0 -1.1
2003 Valhalla 1.2 (3 institutions)

e Microsoft. NET
2004 Caisis 2.0 - 2.2
Integrated prostate, bladder, kidney, testis data

Billing/EMR compliant clinic forms
2005 Caisis 3.0 under development



Caisis, Version 2.0-2.2
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Caisis Clinical Templates

Collect structured data for research
Billing / clinical documentation
Populated

HPI algorithms

Data feeds from institutional systems
Labs
Demographics
Appointments




CaisisDB Data Export Control Panel

B3 Data Export

B Data Export
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CaisisDB Data Export Output

Microsoft Access - [Analysis : Table]
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CaisisDB

Longitudinal Follow-Up

reatment Survey

Open Table of
MeedssDIfMNeedTumReg

Bladder

Pagel IPageE | Paged | Paged | PageS | Pages | Page? | Pages | Paged |
Caount of patients who need Follow-up letters by surgeon:
Surgeon | MeedLetterl | MNeedS50I | NeedTumRey -
D 2
| |BOCHMER 1 b
|| DALBAGHN] 50 14
|| DONAT 15 10
| |EASTHAM 23 57
| |FAIR 1 B0 48
| |GONG 1 2
| |Guillonneau 22
| |HERR a7 19
| |LARCHIAN 1
| |MOREE 1 1
| |outside 1 -
Record: 14| [ 1 v el of 17
Inkerval: Im 1. Select a Surgeon: :
Cancel |

Previous | Mexk |

Find patient in Valhalla bttp:ffrancerdh, mskoe,org

Open letter and determine MRM and institution, save envelope for return address | post-mark date

—Was letter returned to sender?

& ies, enter a "ReturnedToSender” Action
iTrigger changes PtContactStatus to NeedPtContactInfo

& Mo, Enter "LetterReceived” Action on date letter was received for today
Trigger changes PtContactStatus to "LetterReceived”, next page

's daté if unknown)

—IF letter "ReturnedToSender”, was there a forwarding address?

whatever is needed
& Mo, Throw it away in HIPAA bin, nest page

& ‘es, update address in Patient Info tab, enter a "addressUpdated” Action
Trigger changes PtContactStatus to "Needletter:" {last NeedLetter Status) or

Cancel |

Previaus | Mext

Post-Treatment Survey

Pagel I Page? Paged IPage4| PageSI

Getting items ready to send to MD
FOR FAXING

1. Prink out fax coversheet and coverletter

Prink Fax Coversheet |
Print Coverletter |

2. Fax Coversheet, letter and signed authorization ko Drs, office.

3. File away the package that was faxed along with the Fax
receipt

4. Enter MD_LetterFaxed in the
actions tab,

5.Change the patient's contact
status ko MD_Contacted.

Preyious

FOR MAILING

1. Print out coverletter

2.Print out address label in Waord and place
on envelope

3. Put coverletter  authorization,
and return envelope in the
envelope

4. Enter MD_LetterSent in
the actions kab

5.Change the patient's contact
status ko MD_Contacked.

6. Bring to building mailroom

Mext

Cancel |



Caisis, Version 3.0

e Electronic forms for physicians
e Protocol tracking




Caisis Operative Detalls Form

Physician: Dr. Peter Scardino View Your OR List for Today View Session Report Help Log Out

Patient: John Doe MRNMN: BODGES505

Prostatectomy Form Prostatectomy Form for John Doe

General Details
° Date OR Date | 09/15/2004 |
o Case Surgeon

@ Anesthesia
o Procedures Performed Case Surgeon | Dr Peter Scardino =]

Prostatectomy, Details

Intraoperativ® Prostate Anesthesia
Exam

UICC Stage

MRI

ASA Score Anesthesia Type General Epidural Combined

Accessory Vessels

Procedures Performed
Neurovascular Bundles

Doppler Probe Procedura Surgeon Sugeon Type Assistant Assistant Type

Vesicoursthral Prostatectomy = P. Scardino %]  Attending 5 F. Bianco | Fellow =]
Anastomosis
Drains

[ W S TR [ .

Preview for Approval

Lo Lo Lo
L
L

I el
Le




Caisis Operative Detalls, Il

! Physician: Dr. Peter Scardino View Your OR List for Today View Session Report Help Log Out

Patient: John Doe MRMN: BOOGS5505

Prostatectomy Form Prostatectomy Form for John Doe

General Details .
ot Intracperative Prostate Exam
ate

Case Surgeon Side Level AP Laterality Cancer FS Result

Anesthesia Right j

Procedures Performed

Prostatectomy Details |

Intraoperative Prostate
Exam

UICC Stage
MRI

Accessory Vessels T-Stage

UICC 1992 Stage

Neurovascular Bundles
Doppler Probe

Vesicourethral

Anastomosis

Urethral Length
Drains

MNeambkiien Aemdisbiaa

Accessory Vessels

5

Preview fo rﬁpprn\ral




Caisis Operative Detalls Note

Physician: Dr. Peter Scardino

Patient: John Doe

OR Report for 11 /01 /2004
Patient: John Doa

The text contained within this
document has been generated
basaed on data you have entered
for this surgery. It is the
physician's responsibility to
raview the text for correctness
etc etc etc.

Click on a sentence / comment
to edit the data,

Commenlts you previously
entered are editable hare.

Approve This Form &
Print for Signing

View Your OR List for Today View Session Report Help

MRMN: BDODG5505

Preview: OR Report for John Doe

Log Out

Pyl

Lorem ipsum dolor sit amet, consectetuer adipiscing elit. Aenean lectus odio, tristigue nec,
ultrices non, ornare quis, nulla. Praesent magna. Proin enim wisi, dapibus ut, volutpat id,
viverra eu, mauris. Cras vel lorem id nunc vulputate tempor. Vestibulum venenatis scelerisque
pede. Vestibulum accumsan. Cras nec ipsum sit amet ligula tristique lobortis. Ut est est,
tristique at, vehicula sit amet, pharetra eu, diam. IntraOp examination showed Prostate
Cancer definitely present.

Nullam est ante, fermentum et, sodales sed, hendrerit vel, lorem. Vestibulum orci. Aenean
mollis. Mauris fringilla, wisi ut eleifend vulputate, pede diam lacinia urna, sed mattis dolor arcu

vel est, Aliguam tempus nonummy eros. Sed magna lacus, egestas ac, imperdiet ut, facilisis
mattis, est. Nullam vitae lacus.

Commants

Removed wide margin fermentum mauris id nisl. Donec non enim id nibh consequat
consequat.

Donec nisl. Neurovascular Bundles status rated as 46 (out of 100). Mauris ornare rutrum
augue. Phasellus consectetuer, enim consequat gravida convallis, leo elit laoreet ligula, nec
vehicula est magna at dolor. Donec erat. Cras commodo augue in tortor. Duis ut leo. Donec
fermentum mauris id nisl. Dr===—==—=1im id nibh consequat consequat. Duis vitae tellus.
Donec elementum. Nam neg Cicktoedt  Lack grei, ornare nec, interdum pharetra, molestie et,
nunc. Quality of Vesicourethral Anastamosfk. rated as 4 (out of 4) in the judgement of the
surgeon. Nulla ac urna. In vel lorem a elit\-Aquet elementum. Class aptent taciti sociosqu ad

litora torquent per conubia nostra, per inceptos hymenaeos. Vivamus neque ligula, interdum
non, porttitor eget,




Caisis Protocol Schema ltems

Schema Items for Protocol 01-064
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Caisis Schema Iltem Scheduling

Schema Schedule for Protocol 01-064 v—en o & D
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Caisis Protocol Calendar

November 16, 2004 (by Protocol)

Chech g 8 Patiard b5 Wirws
Fatenrls W% ooy Bl Sl pel pae aiPasiuled.

W ety L b ber iy

| F L] * L]
01 -08-4
by Plpdcierrman
r '] * 10 1 12 13
s (e e L Ny Ly
e Rersey foe milons Sheley Loche
g P
Eduiwd Mewria
14 1 n ir | 1m 1% w0
P T ey iy W e et Mgl Tasvaen
T Lyt m— by (s "
Lo
E gt 18 s
= ;
L » - L -
r i i i L s
n T2z 7] 14 i1 % R ——
| g P et B Mt Caech )
| 1
m ™ 0




Caisis Protocol Visit Checklist

John Doe
Monith & for Protocol 01-064 _
Scheduled for 11-08-2004
Schama Ttems for Month 6
— e Crash o Py o Ty SO B (P [P
F Poorscsd Exan ok | A s S Py
=] 11O 00 o= mm:i:b:mmmtﬁ
Yial Sang 170 0 -
P weo 1082004 |
I Pertormance Status MO0 |
I CBC /g, phs nosx0e | BN | Erter Data Ve werifiow |
r rse notNN |
M Serum Chapmistry 1108 2004

T Adverse Event [valustion 108 2004

P A 1108 2004



Next Steps for Caisis

e Data model improvements
Meta-data fields
Procedures section
caBIG compatibility

e Specimen tracking (UW/FHCRC)

e Better distinguish clinical and research data
e Electronic clinic forms (for physicians)

e “Intelligent” data entry

e Automated longitudinal follow-up



MSKCC Patient Web Forms

e Quality of life questionnaires
o IPSS/IIEF

e Longitudinal follow-up

e Medications

e Allergies

e Comorbidities
PMH
PSH




Acknowledgements

MSKCC

ePaul Alli — Database Administrator (DBA)

eJason Fajardo — Graphic Designer / Programmer
ePaul Fearn — Project Leader

eDavid Kuo — Network, Hardware, Software Support
eKevin Regan — Project Manager / Programmer
eFrank Sculli — Lead Developer

Baylor

Leonor Guarata — Data / Project Manager
Marlin Mixon —Programmer

Jimmy Xie — Database Administrator (DBA

New York Prostate Institute / Haliard
Louis Potters, MD — President

eHee Song Seo — Data Feeds, Data Output Manager
eMark Snyder — Data Model Design

eKinjal Vora — Data Entry Manager

eBrandon Smith - Programmer

UW/FHCRC

eDerek Walker — Project Manager

eMike Bauer — Programmer / Project Manager
eScott Koon — Lead Programmer

eRic Johnston — Project Manager

eAgnes Gawne — Data Manager

eBret Dodson — Technical Writer

Physicians: Peter Scardino, Howard Scher, Michael Kattan, Victor Reuter, Louis Potters, Urology and

Frank Sculli — Lead Programmer
Sally Yang — Programmer
Kevin Regan — Project Manager

GU/Medicine Faculty and Fellows, University of Washington / FHCRC (Tia Higano, Paul Lange,) Baylor
College of Medicine (Kevin Slawin, Seth Lerner) et al.



Memorial Sloan-Kettering
Cancer Center

Paul Fearn, Caisis
John Speakman, CRDB




12:45pm to 1:15pm

Partnerships
Working Groups
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Inter-SPORE Partnerships

e Purpose
Reduce duplication of effort

Reduce complexity of integration

Vocabulary
Fields
Interfaces

Isolate organizational culture effects
Reduce development costs

e Information systems focus



Informatics Partnerships

e EXisting
o MSKCC and UW/FH
e UM and DF
e PCCTC

e Potential
e Who?
o Why?
o Next steps?




1:15pm to 1:45pm

IPBS / NBN Use Cases
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Use Case 1...
Prospective IPBS, New Patient

Upload IRB documents, SOPs, MTA
Check eligibility

Enter clinical CDEs

Enter specimen CDEs

De-ldentify CDEs and transmit to NBN

Ship specimens to central lab
Attach MTA

e Receive specimens at central lab
e Process specimens at central lab

Enter specimen CDEs
Ship specimens to SPORE sites




Use Case 1
Prospective IPBS, New Patient

e Recelve specimens at SPORE site
Download specimen CDEs

e Process and analyze specimens
Enter specimen CDEs
Enter analysis results

e Upload analysis results

e Analyze compiled results
Download clinical and specimen CDEs
Download analysis results from results bank



Use Case 2...
Prospective IPBS, New Specimen

e Enter new clinical CDEs
e Enter new specimen CDEs

e Ship specimens to central lab
Attach MTA

e Recelve specimens at central lab

e Process specimens at central lab
Enter specimen CDEs

e Ship specimens to SPORE sites




Use Case 2
Prospective IPBS, New Patient

e Recelve specimens at SPORE site
Download specimen CDEs

e Process and analyze specimens
Enter specimen CDEs
Enter analysis results

e Upload analysis results




Use Case 3...
Retrospective IPBS

e Search the catalog of available specimens
200 RP and 200 XRT
5 years longitudinal follow-up

e Select specimens to request

e Request specimens (min 50 per site)

e Review and approve requests at each site
e Check for complete CDEs

e Ship samples



Use Case 3
Retrospective IPBS

e Recelve specimens
Enter specimen CDEs

e Process and analyze specimens
Enter specimen CDEs
Enter analysis results

e Upload analysis results
e Download compiled assay results
e Analyze and publish compiled results



Use Case 4
NBN Retrospective Project

A
C
S

Search NBN pilot specimen catalog
Select items to request

Save session

Resume session

Request specimens

Submit project description

Review request (Governance)

pprove or deny request
heck for CDEs

Nip approved specimens




Use Case 5
New Prospective Protocol

e Search published clinical CDEs on specimen
catalog

e Save search criteria by user

e Submit prospective study proposal
Research question and methods
ndicate preferred institutions

ndicate required resources

e Review proposal (Governance)
e Approve or reject proposal




Use Case 6
Publishing Specimens to NBN

e Log onto NBN web site
e Indicate which sample to publish

e Authorize publishing of available samples

Terms of use
Include banked but not generally available?

e Enter CDEs

Minimal clinical CDEs
Minimal specimen CDEs

e Upload IRB consent, MTA, SOP if new
e Change status of published specimens



Path Forward

Mark Rubin, Dana Farber
Paul Fearn, MSKCC




Next Steps

e Features / modules
Specimen tracking
Queries / reports / dataset production

e Standards / caBIG
CDEs / data dictionaries / vocabularies
Legal, IRB, documentation
Ownership
Privacy / security
Results data



Action Items & Timeline

e Specific action items
e Estimate of timeline
e Dependencies

e “Bottlenecks”

e [est cases




Discussion starters

e Data sharing project — report on series
e Real points of project connection with caBIG



